Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJTU3A
Page 1 of 4/ Crp. 1 3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepast Ne: 482071 Batch Quantity / O0bem cepumn: 5851 packs / ymaxoBox
AR No / Anamuruaecknii oraer Ne : ARF/133/2022 | Date of Analysis / /lara amanmsa:  08.06.2022
Date of Mfg / lata npomssoacrsa:  05/2022 Date of Expiry / T'ogen no: 04/2025

Analysis performed according ND / Ana;ms nposeagn mo H/L: TT N013745/01-091017, Mism. Ne 1 or 17.04.2020

Result / PesysabraThi Specification / Hopma

b
]

Test / okazarehib

1 | Description / Onucasne Complies / Cootsercrayer Flat circular tablets from brown to dark-brown with
' bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Lnockue kpyrible TabneTxu co
CKOIIEHHBIMH KPasgMH OT KOPHYHEBOTO JI0 TEMHO-
KOpPHYHEBOro LBeTa ¢ Bkparnenuamu. Ha onnoit
cropoue Tabnerku BeigasneHo cnoso «CIPLA», na
IIPYTroil - THHUA pasjioMa.

2 | Identification / ITogmUHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Ty W— CooTBeTcTBYET S;e;?ramnnanue aAMMHMa4YHOr0 pacTBOpa B KPAaCHBIit
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteetcTByer chromatogram of the sample solution should
MeTtunnaparuapoxkcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACpXKHUBaHHA OCHOBHOI'O ITMKa HAa XpOMaTorpaMme
HCIBITYEMOTO PACTBOPA J0JDKHO COOTBETCTBOBATD
BPEMEHH YAEPKUBAHUSA OCHOBHOTO ITHKA Ha
XPOMATOrpaMMe CTaHAAapTHOTO PacTBOPa
MeTunnaparuapokcubensoara (paszaen
«MeTunnaparnapokcHOeH30aT).

3 | Average weight / Cpennss 188.33mg / 188,33mr 189.99 mg +7.5% / 189,99 mr £7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cooTeeTcTByeT TpebosaHuam HA | 3akniouenue: OOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / A
OokymeHT npoeepeH OKK: J'B AL OokymeHT oao6peH OOK: %‘"
Date/ .. , y Date / Ein 7
C0E-2 0622 — q-06-202-1
Harta: QB - e Hara: D-O0
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTH®UKAT AHAJIN3A
Page2 of 4/ Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 482071 Batch Quantity / O0bem cepun:  5851packs / ymakoBok
AR No / Apaymrageckuii oraer Ne : ARF/133/2022|Date of Anaiysis / Jlata anamsza: 08.06.2022
05/2022 Date of Expiry / I'oaen jo: 04/2025

Date of Mfe / Jlata npouseoacTsa:

Analysis performed according ND / Anamms nposeaén mo HJI: [T N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Hoka3zarens

Ne Result / Pesyaprarsi

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTS 1O Macce

Complies / CooTBercTByer

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 e Gonee + 15%

5 | Loss on drying / IToteps B 2.0%

Macce Mnpy BBICYLIMBaHHWHA

NMT 6.0 % / He Gonee 6,0 %

6 Dissolution / 81-91%

Pacrsopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennozupos 4epes 120 Mun

7 | Uniformity of Dosage units / AV=46

OnHopoaHOCTh N03MPOBAHKSA

The acceptability index forn =10 AV <L1.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730

AV <L1. All values of xi must satisfy the
inequality: ‘

[M-xi| <0,01 x L2 x M.

Ll = 15.0;L.2=250

[Toxazarens mpuemnemocts s n=10 AV <L1.

B cnygae, ecnu 3nadenne AV npesbimaer L1,
NIPOBOAAT HCIBITAHHE Ha craeayomux 20 obpasmax.
Jlnsa n=30 AV <L1. Bce 3Ha4eHus Xi NOJDKHBI
YIOOBRIETBOPATH HEPABEHCTRY:

[M-xi| <0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
Konu4eCTBEHHOE - ONpeleNeHre
(Cnexrpodoromerpus)

14.04 mg/tab /

14,04 mr/tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HIOB B liepecyeTe Ha CeHHO3u B B onHOMR
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyuanue: [NpoaykT cooTBeTcTBYET TpebosaHusam HJ

Conclusion : APPROVED /
3aknwuenne: OQOBPEHO

Checked by QC In-Charge7 ™\
OokymeHT nposepeH OK eklrg Clane,

Approved by QA In-Charge /
AokymeHT opobper OOK:

Qe

Date / Ogs 062022

[arta:

Date /

V4 06O
Hara: ©9 4

FMQC003-15-06
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

Cipla

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482071

Batch Quantity / Odbem cepun:  5851packs / ynakosok

AR No / Apanuradeckuii oraer Ne : ARF/133/2022

Date of Analysis / /laTa anannza: 08.06.2022

Date of Mfg / Jlara npomssoacrea:  05/2022 Date of Expiry / I'ojien no: 04/2025

Analysis performed according ND / Anasns nposeaén mo HJL: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / Ilokazarennb

Result / PesyabTatbt Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copnepxanne '
MeTHIInaparupokcubensoara
(BOXX)

0.042 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

0,042 mr/tab

10 | MICROBIAL LIMIT TEST/ Mukpo6uosioruueckas 4McTora

10a) | Total Aerobic microbial count /
O6wee 4ucimo aapodbHbX
MHKPOOPTraHH3MOB

10 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O6uee 1ncao

Not more than 10 cfu/ g /He Gonee 10° /r

<10
TJIECHEBBIX M JIPOJIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroifunsble K
JIEHCTBHIO JKeIYH
rpamMoTpHLATE bHbIE DaKkTepUH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 ¢
100) | Salmonella Absent / OrcyTcTByIOT Absent in 10 g /Otcyrcrene B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooreeTcTeyeT TpeGosarmam HI | 3akniouenme: OOOEPEHO

Checked by QC In-Charge( Approved by QA In-Charge / )
HokymeHT nposepeH OKK: ?QC—‘*—L&—— HokymeHT ogobper OOK: 4@"“*
Date / 08-0€ 2022 Date / 094062022

Hara: [ara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUO®UKAT AHAJIM3A

Page 4 of 4/ C1p. 4134

Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482071

Batch Quantity / O0bem cepum:

5851packs / ynakoBok

AR No / Asamarageckuii orger Ne : ARF/133/2022

Date of Analysis / lara anammsa:  08.06.2022

Date of Mfg / Jlara npomssoacrsa:  05/2022

Date of Expiry / I'ogen no:

04/2025

Analysis performed according ND / Amamas nposengn mo HJI: IT N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Result / PesyabTatnt Specification / Hopma
Test / Ilokazarens
11 | Package / YnakoBka Packace / - )
s ina(a:. l:l%:teryr::cli(:i?‘a 20 talets Package / Ynaxkoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
shirnia il 25 Misternwith |2 3 blisters and a patient information leaflet in a
T info’rmation faaflotsin carton. 20 tablets in a blister made of PVC
5 c: e/ TIo 20 MBS ToE | /PE/PVDC film and aluminum foil, 25 blisters with
& i S 25 patient information leaflets in a carton. / ITo 20
nonunupﬂunxnopnnﬂoﬁ TabneTok B OAUCTEP H3 IUICHKH TPEXCIOHHOH
P ——— (MIBX/II3/MTIBJIX) u amomunuesoii gomery. ITo 2
[0 TMBHHEHUUIEHXJIOPHITHOR) 1 unu 3 Oucrepa BMecTe ¢ HHCTPYKLIMEH 110
AMOMUHHEBOH BONLIH, 110 25 MPHMEHEHHIO B KapToHHYIo mauky. [To 20 tabnerok
GucTepOR B KapTOHHy’IO " BmcTep U3 IJIEHKH NOIMBHHHIXIOPHIAHOM
PRI S it Y (NMONMMA3THUIIEHOBO# / IOIMBHHHIACHXIOPHIHOM) 1
i R o amoMuHHEBOH Gonery, no 25 61UcTepoE B
P ) KapTOHHYK Ma4Ky C BIOKEHHEM 25 MHCTPYKLHI 110
NPUMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B cootsercrsuu ¢ H]{
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temreparype He
XpaHeHHs Boime 25 °C.
14 | Shelflife / Cpok rogsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooreeTcTRyeT TpebosaHuam HI

Conclusion : APPROVED /
3awntouenue: OQOBPEHO

Checked by QC In—Chargt:.;\’l'\'?\ﬂ Ral
- oL

NokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

B

Date /

Harta: 08+ 66264

Date /
Hara:

09:06202%-%
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